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DEPAFITMEN7 OF H=LTH AND HUMAN SERVICES

I ‘m
APPLICATION FOR A VARIANLC

Public Healrtl Serwice

food and Drug Administration
FROM 21 CFR 1040.1 1(c) FOR A
LASER LIGHT SHOW, DISPLAY.

I OR DEVICE I,
NOTE: NO laser IIRfiI snow. prolecrion sysuwt, or d.vie= maY vary from compliance -k 21 CFR 1040.11 [cl h dastin or US* _iWrouI W)e apwwal o

[his applicaticm in accordance wim Z 1 CFR 1010.4- ‘-: ; t ‘c;; :’:’[ ?~ f,~..:~ ,,

INSTRUCTIONS - ‘ - -- “

1. Cncm ah appbctrbla bOMS and lVPU or Dnnt KM 3. Maii ~OUT 0ppfim-2#r co ma Dockers Ma-gcmcnr E8ancft(HFA-305). food and
requcstad informmion.

*. %orrm ●n CW@ind and fcmr [4] rx+s.
Drq AdministraGon. Ream 1-23.12420 Parkla-n Lki.s. RoCkviU@,MD 20852.

4. Erwrrqocter number if ●ssbneO-

1, NAME OF COMPANY

echnolo~.ies Corporation
2.ADPRESS OF COMPANY (Incivtss ZIP @aeMfJ? O. 80X& uxd, inc[uds ucwel sveer eda%ss af=l

100 CTC Dr~ve, Johtwxawn, PA 15904
7 NAME AND TITLE oF’ fjEspONsIeLE FER~ON 4. TELEPHONE NO. (4ncAde WW cuYcJ 5. DATE Of SLIBMISSION

IIARJI A. KUHN,VICE PRESIDENT& CTO

r<

R,75 qfl
THE APPLICANT REw$i.STS THE VAlif@iCE TO 8E W EFFEt3 ~R

— —

y-= fROM THE DATE 6F ISWE. f/n
@mer?l m. A9u#.~ d ap#mm ● mti far rn~ huO yews. If e &ngergerio# h rcq.tired. o &~ IT@’I O@WW@rSd as Pafl of W WP*tiJ

L

7. PRODUCT DESCRIPTION AND USE
a. LIST NAME ANb/OR MODEL NUMB~ISI fWt YHE L#3ER uGHT SHOW{S} AND PROJECTORl~ 4LRo\~ “

AMF ,TI? NFi3 PI ANF
r. WHICH A VARIANCE is flEQUS..

0 ~ laser away Ue.ice

o A pfojecw far B Ia.cr I@hr snow

@ * Ia..r fignf .riow

u oItW (%mdy)
c. U PROJECTORS ARE INTENDED FOR SALE. UX5E. OR LOAN TO

OTHER f4SER UGHT SHOW PRODUCERS

o. PRODUCT K IWENDED ~R USE IN A

a Planetarium or omer rmme projecrbn suumwe

Cl Theater

O Hotellmotsl ballroom or meeting room

-.” 0 Smre displays

D Traqe snow or can.mxion

o D,scorrwq- or nignx ‘cbB

Q Parilion

Q Indoor y.na

0 (hT~OQr arena

‘- n M.sewm

O Ourdoor unenclweU area

~ Other /SPo+J

e. PRODUCT IS INTEMDEPTO BE USED

~ At crriy ma (F7z-) Iocatin

O At a Wiecv of flow) [ocarion$

r. PRODUCT IS @TENDEO * ONE LOCATION

~ Mom mo lb 6-
a Mom men 5 kul mmmm man 15 days

O Less -r! S d-

g. 70uR IS INTENDED TO RUN ~R

❑ More IMn 6 rnon~

~ 1.6monUIs

D LCSs *n Orm monm

~ Nor appfbb!e (Nor a row]

O omer Gtii
n. PROPUCT UTKI=S THE KrUXNN4G f#aSER EFFECTS

Fronr screen pro~ccions

Rear swe$m yojeaiarw

HOIWra*c displays

Mbrllipl= rafksmbnfdiffram’on effacrs

Audii~ ~~ ~bO htitts 6CS~in9 anY ecc~sble

unconlronul M-

R.fI.ctions from scatiqxva~ tiora or minored

sutfarxrs @Mm MaUic&

Sr.atinary irra@wion of ro~ating mirror balk, etc.

Scanning ‘m@adorr of rsmmi~ mirror balls, etc.

Fiber 8P&~ecdowi -

Fog. srrfaka, w oufer scarterinfj enhanc~menl effcccs

+-----

18 Ts

I 1
9. IF ANY USEJI RADIATION IS fl.fLSEO OR $CANN~. GIVE THE PW3E DuWTION *D fmTE @m SCANNING FREQuENCY A?40 AMPLITUDE

SCANNING FREQUENCY 2CIO0 CYCLES PER SECOND AT AN AMPLITuDE OF 1. 5“ PER FOOT

10. RWSON fOR REQuESTING VARLANCE

❑ COqpli~n- % tie limir$ of 21 CFR 1040.1 Y(c) woula resuIcr m. imenaea use of ma proaucr DeCause compliance wrxda
hmir me Pmpm pwer TOIhE emen~ that ma dcsirea effecm -mid naI b= su(ticiendti tisible

J/A’ /
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___ --- —

I I. MANNER IN WHICh IT IS PflOprXEO TO DEu ,ATE FF!OM THE REQUIREMENTS OF THE APPLICA~ STANCJARD

I D 11,s prfJpeseO W UsWiaTeImrrr me prowsiom$ sr! 21 CFR 1040.1 lICI in trmt m. ac=.ssmk ern,s$wn ).4 -add =Xcccd m?
accessikrlawnksion Iirmrs specified in 21 CFR 1O$O.I 1[c).

O II is proposed [a deviaKe from me provisions of 21 CFR 1040-11 [c] as foIIows:

T2. ADvANTAGES TO SE DERIvED FROM SUCH DEVIATfON

<13- ~IN THE ALTERNATE MEANS OF RADL4TION Protection TO BE PROVIDED. [Q.- as &ny @o%mfa$ apply. &rirem 14 ‘Rerrswks. -

I jrsb-fy any DOXW nor cneckea. W-rig aOd-P”onalsneers as n&x$5aw. Srare any rxner means of radh”w bvotection vrar Wfl ne userf.1

..

---

a.~ All laser wod uc’ui, sysnems. amws, ana projectors will be+cardfied co compfv wfm 21 fXR 1W. 10 am KW CO*tinS of mis Va-affce .
aid will k wpwrd as required cry21 CFR 1002.i O AND 1002-11 using me repom-rm cfu.kf= fxcI@d~ for SU* PUPWJ - The= 8d6~
will oe accomplished prior m any inrrorfuctien mm eomrnerc=. ‘

b. ~ Effecw I’u)t5paa’fical[y indicalea in tftisuariance applicarnn ukrf no~ Im petiormea. N~ r?tf!w effects will DE aqOed until am arnendmenf ~a
r~ vadan~ has xert ~brainad ar@ tfw required rem or sup~ments. as applieaDfe. naue harm rmbm’med.

c ~ s~nniw. woie~-on- or r=fk=ion Or Iwc-rma cdataral raaiafion w-ghr snow r#raWmJ irrw Iwdcnce or or.5cr ucasstible unamudle~
arsas +1 nor bo Wrmiccaq wcoPf !or Uiffuse rofleccions prr&ces by ma atmosphere. aadeq atmospfteric scatrerirtg media. and 18rwX
screens.

a. Q laser raaimiorr Ieticfs in excess of me limits of Q*ss I ~1 nor W pcrmim.4 m rirry ~in~ less rhan 3.0 mews aBo= any aultsce upn
T-Won perserui ocrrerman operasors. performers. or rmpfayp~ are parrn”mcd w awnd or 2.6 meters befow or in Iamral =cparatin from

a~ Pfam fie(e sum per=w are pcrmti=d b E=. Opermrn. pwfrwmrwe, and empkrwms wiil mr b= rwuired or irffwucf to w-ew
radianon aaove she fimizs of Clrrss I or DS caposrrd w radiation akve rJW kmi~ SWCifiOU in 21 CFR 1040.11 [c).

@. Q Anv Dr~Uc~ wni~ relies on scannino m meet ar=~ss. o-sure. or woaIJct classfiiits ~if[ in~r~ram a scanning sakmrara ~szem
which direcr.fysc=es s~mw motion and wh-ch ~-11reacs fas~ enough to prec[ude exceeding uw applicable limit.

f. Q All Ias.rr figrr~srra-s shall fxr M-I&W rho diree. e- ~rsonel .soritial of Irahmcd. rmrnpeknl cperamr(s}. The opera!or(s; ~ill:

(1} f3Gan emcrhwee of the Variance holder wno 41 ba r=pensime for tha uaining ana me r=nd.~ Or th= oparmor:

[21 Be haemed where all beam pa~hs can be dkrnly .b=r=md al all times; and

(3) {m~ia(ol~ zcrmina~.s Tna arriissityngf hgnt show” r8diation in tha cuem of any rmsafrscondition: or, for oularnr SFO-S. upon request
by any air Vafhc conlrol offlcia[s.

f). ~ The matimum laserpro;ecrer OIJUX pa-r will not exceed the level reauired co ob~ain me inlemed effecm.

h.o The pro~e~on s~tem L1o.. zrre projecror ama nif OW. ccvruwnoncs used m Lvodwa W hno’ng cff==f.sJ till tm securely moumed or .
immobilized W prewmm.ninzendea mrwerrram m misaKigrrrnan~.&am maqkiW *“II Da WovidaO as an irmerent Wrl of me symem design
[0 Wawmt ouerfrlfing of saeana, beam stops, Iargess, e~c.

i- Q *3W Frojcrafxs Ml not oe mfiwerea to any Omcr paw umfer an agreement d sale. l~me, or kwn unless and unlii me redplcnr
aemarbsfrat= mat way have a varianca in offcm at ~ @rI@ pf.~$livefy xhw p~rrn-TStiem to fxoduce laser lign~shows inoDrparadrrs
W* projacror[s).

i- ~ [n aadii TOUW reqtriremanssof 21 ffR 1W. 10(h), ma marwfacmrer of laser proje~rsls~-rems will prow-se IO pamhas ~ pur-
chase, IWMG, x ~rrrw the equipmerrL aqequam users’ i~C&MM for safe irxmaffatfonand operation which explain XIW rosfmnaibihv of
IM reoipiant as wt ~epe~ent Iiqnr 61WW matia~a~ w =Vbmit ~ ~aquir.d rspo~s ad 4ppIy [or U- obtain n vatiance from CORH
prim [0 Jlvod.+n irIW commerw of any laser [’~~ @WWS.

k @ The rmauirerrrenmof 21 CFR 100z.3Q(a][ 1j ad (21 ~~ ~ a~#ii~d &Wsh me ~e of writlan procedu~ fer semp, alignmen~,
XesUrq, arU ~orrnan co of -cn show. mase procadwas @ DO ~ $r#f@an~ dq~~ TOensrxe uwnpliawe wirh 21 CFR 1CWO.1O. the
~- or * wananoe.ano ~ eomrcdof access w radiation Weas r.rsi~ me ~ocedures aesqifma in me ANSIZI 36.1 standarG for
dlm“@lfe uS6 Of f4SWS (AmrYfc&uI Nadanet S~~dS tisti~e, f- &oedway, Maw York NY IOOJ8J or any otf’rw equ-walent trwf
ooruenaus manUard and. WYrereappfioeDlo. sta@ qf fo~ r+-~emencs. Laser radiation areas u+kfr oan GonCain radiation Iewaklabow
lhO k.* Fp!lOifiOd in 21 CFR 1040.11 [c] sill pa cfaarly idendfka by Vla ~sdrrff of warning +-is anqlw resm”c[;ng acess Uuoq@l
VP*I=I meam (Sad as @.w5S&r8S*i@fes. pnoro culb, berrkrs. guar&. frfp). &se reauiraments ap~y ro tmrnpra~ qr~as [suet) as

dI@W ser UP * ..~90me’nt mac@d.wsJ a~d co firbalor ~rfnancnt areas. The variance nofaer 41 racain th racarcfs of rfr+tr poceuures
wrrl dte rasurts of all rests as mquirrr~ crT 21 CFR 1002.31. A capf of ~he variance application. che ap~o~ul letter, eurrm’rr pmc=dures,
and reCorU$ r~atirrg 10 eacn parfieular sflow wiil be wim me operalor or omer r’m~nsibln intlwidwd ana VIII be made awailablr3for
inspcdon bT F&)A arm other responsible aurhoriries.



NO REMARKS

cERTfFfcAnoN

1CERTfW mat all of tha above infcrrn-ratienand slar.mants are -e. @fnpleze. a- cgrrem 10 Cm wst of rnv kno~~dge and ackrrowmags
!hai my Warian- applied~iorl rwry Da Qenirsdor my variance may De re.mkerl if this rrppfication is found 19 Pa fake, m;slcaaing or irworract
in enY material way. I nawr submin~d and mtillsubmiz ~rr repqns r=quired by 21 CFR 1002.10 and 1002.11 on dm laser equipment and
SK-IS). I p.#tar rmdgrstati that I may ba requkod bv rsgufalion or by ~ Direcwrr. Cantar for Devieas End RadiologicalHaalm, to *IJPPh
wcn otm=tinrormadon as may be necassaW to evalua~e and am on this appfimmion.


